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Standard Operating Procedures

OBJECTIVE
The objective of this SOP is to put in place an effective and consistent
ethical review mechanism for health and biomedical research for all proposals
submitted by the faculty and students of the college as prescribed by the Ethical
guidelines for biomedical research on human participants of ICMR (2006).

RESPONSIBILITIES

IHEC will review and approve all types of research proposals involving
human participants with a view to safeguard the dignity, rights, safety and well
being of all actual and potential research participants. The goals of research,
however important, should never be permitted to override the health and well
being of the research subjects/participants. The IHEC will take care that all the
cardinal principles of research ethics viz Autonomy, Beneficence, Non -
maleficence and Justice are taken care of in planning, conduct and reporting of the
proposed research. For this purpose, it will look into the aspects of informed
consent process, risk benefit ratio, distribution of burden and benefit and
provisions for appropriate compensations wherever required. It will review the
proposals before start of the study as well as monitor the research throughout the
study until and after completion of the study through appropriate well documented
procedures, such as annual reports, final reports and site visits etc. The committee
will also examine compliance with all regulatory requirements, applicable
guidelines and laws. The mandate of the IHEC will be to review all research
projects involving human subjects including human biological materials and
human biological data to be conducted at the college, irrespective of the funding
agency.
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COMPOSITION

IHECs should be multidisciplinary and multisectorial approach in
composition. Independence and competence are the two hallmarks of an IHEC.
The number of persons in an ethical committee will be around 8-10 members. The
Chairperson of the Committee should be from outside the College and not head of
the College to maintain the independence of the Committee. The Member
Secretary will be a faculty member from the college to conduct the business of the
Committee. Other members will be a mix of medical / non-medical, scientific and
non-scientific persons including lay public to reflect different viewpoints.

The composition will be as follows:-

1. Scientists from basic sciences.
Clinicians / Scientists from Medical practice.
One legal expert or retired judge
One social scientist / representative of non-governmental voluntary agency
One philosopher / ethicist / theologian
One lay person from the community
There should be adequate representation of age, gender, community, etc. in
the Committee to safeguard the interests and welfare of all sections of the
community / society. Members should be aware of local, social and cultural
norms, as this is the most important social control mechanism. If required, subject
experts could be invited to offer their views, for example for drug trials a
pharmacologist, preferably a clinical pharmacologist, should be included.
Similarly, based on the requirement of research area, for example HIV, genetic
disorders etc. specific patient groups may also be represented in the Committee.

The members will be appointed by the Principal of the College based on
their competencies and integrity, and could be drawn from any public or private
College/ Institute from anywhere in the country.

IHEC should be constituted in the following pattern:
I. A Chairperson (External),

ii. A Deputy Chairperson (Internal),

iii. A Member Secretary (Internal),

Iv. 5-—7 members.
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AUTHORITY UNDER WHICH IHEC IS CONSTITUTED

The Principal of Km. Mayawati Govt. Girls P.G. College, Badalpur, G.B.
Nagarwill constitute the IHEC.

MEMBERSHIP REQUIREMENTS

a. The duration of appointment will be initially for a period of 3 years

b. At the end of 3 years, the committee is to be reconstituted, and 50% of the
members will be replaced by a defined procedure.

c. A member can be replaced in the event of death or long-term non-
availability or for any action not commensurate with the responsibilities laid
down in the guidelines deemed unfit for a member.

d. A member can tender resignation from the committee with proper reasons to
do so.

e. All members should maintain absolute confidentiality of all discussions
during the meeting.

f. Conflict of interest should be declared by members of the IHEC

QUORUM REQUIREMENTS

The minimum of 50% members are required to compose a quorum. All
decisions should be taken in meetings and not by circulation of project proposals.
This quorum must include at least one non-scientific member that may either be a
lawyer, philosopher, member of NGO or a lay person from the community.

OFFICES

The Chairperson will conduct all meetings of the IHEC. If for reasons
beyond control, the Chairperson is not available, the Deputy Chairperson will
conduct the meeting. The Member Secretary is responsible for organizing the
meetings, maintaining the records and communicating with all concerned. He/she
will prepare the minutes of the meetings and get it approved by the Chairperson
before communicating to the researchers with the approval of the appropriate
authority.
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INDEPENDENT CONSULTANTS

IHEC may call upon subject experts as independent consultants who may
provide special review of selected research protocols, if need be. These experts
may be specialists in ethical or legal aspects, specific diseases or methodologies,
or represent specific communities, patient groups or special interest groups e.g.
Cancer patients, HIV/AIDS positive persons or ethnic minorities. They are
required to give their specialized views but do not take part in the decision making
process which will be made by the members of the IHEC.

APPLICATION PROCEDURES

All proposals should be submitted in the prescribed application form.

All relevant documents should be enclosed with application form.

Processing fee should be submitted to IHEC office.

A soft copy of the proposal along with the application in prescribed format
duly signed by the Guide /Principal Investigator (Pl) and Co-investigators /
Collaborators must be sent to the member secretary.

e. The date of meeting will be intimated to the researcher to be present for

clarification.

f.  The decision will be communicated in writing. If revision is to be made, the

revised document should be submitted within a stipulated period of time as

specified in the communication or before the next meeting.

oo o
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DOCUMENTATION (APPLICATION FORM)

For a thorough and complete review, all research proposals should be submitted
with the following documents:

No bk wbdhE

10.
11.
12.
13.
14.
15.
16.
17.

18.

19.

Title of the project.

Name of the applicant with designation.

Name of the College/ Hospital / Field area where research will be conducted.

Forwarded by the Head of the Institution /Head of the Department.

Protocol of the proposed research

List of Ethical issues in the study and plans to address these issues.

Proposal should be submitted with all relevant enclosures like proformae, case report forms,
questionnaires, follow - up cards, etc.

Informed consent process, including patient information sheet and informed consent form in
local language(s).

For any drug / device trial, all relevant pre-clinical animal data and clinical trial data from
other centers within the country / countries, if available.

Curriculum vitae of all the investigators with relevant publications in last five years.

Any regulatory clearances required.

Source of funding and financial requirements for the project.

Other financial issues including those related to insurance

An agreement to report all Serious Adverse events(SAES)

Statement of Conflict of interests, if any

An agreement to comply with all national and international guidelines

A statement describing any compensation for study participation (including expenses and
access to medical care) to be given to research participants; a description of the
arrangements for indemnity, if applicable (in study-related injuries); a description of the
arrangements for insurance coverage for research participants, if applicable;

All significant previous decisions (e.g., those leading to a negative decision or modified
protocol) by other ECs or regulatory authorities for the proposed study (whether in the same
location or elsewhere) and an indication of the modification(s) to the protocol made on that
account. The reasons for negative decisions should be provided.

Plans for publication of results — positive or negative- while maintaining the privacy and
confidentiality of the study participants.

20.Any other information relevant to the study
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REVIEW PROCEDURES

The meeting of the IHEC should be held at least once in a year or as per the
requirement.

b. The proposals will be sent to members at least 8- 10 days in advance.
c. Decisions will be taken by consensus after discussions, and whenever needed

voting will be done.

d. Researchers will be invited to offer clarifications if need be.
e. Independent consultants/Experts will be invited to offer their opinion on
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specific research proposals if needed.
The decisions will be minuted and Chairperson’s approval taken in writing.

ELEMENTS OF REVIEW

Scientific design and conduct of the study.

Approval of appropriate scientific review committees.

Examination of predictable risks/harms.

Examination of potential benefits.

Procedure for selection of subjects in methodology including inclusion/
exclusion, withdrawal criteria and other issues like advertisement details.
Management of research related injuries, adverse events.

Compensation provisions.

Justification for placebo in control arm, if any.

Availability of products after the study, if applicable.

Patient information sheet and informed consent form in local language.
Protection of privacy and confidentiality.

Involvement of the community, wherever necessary.

. Plans for data analysis and reporting

Adherence to all regulatory requirements and applicable guidelines
Competence of investigators, research and supporting staff

Facilities and infrastructure of study sites

Criteria for withdrawal of patients, suspending or terminating the study.
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EXPEDITED REVIEW

All revised proposals, unless specifically required to go to the main
committee, will be examined in a meeting of identified members convened by the
Chairperson to expedite decision making. Expedited review may also be taken up
in cases of nationally relevant proposals requiring urgent review. The nature of the
applications, amendments, and other considerations that will be eligible for
expedited review should be specified. To expedite review a sub-committee
consisting of the member secretary, a non-scientific and a scientific member
maybe constituted under the Deputy Chairperson to review the proposal and
approved by the Chairperson.

DECISION-MAKING

a. Members will discuss the various issues before arriving at a consensus
decision.

b. A member should withdraw from the meeting during the decision procedure
concerning an application where a conflict of interest arises and this should
be indicated to the chairperson prior to the review of the application and
recorded in the minutes.

c. Decisions will be made only in meetings where quorum is complete.

d. Only members can make the decision. The expert consultants will only offer
their opinions.

e. Decision may be to approve, reject or revise the proposals. Specific
suggestions for modifications and reasons for rejection should be given.

f. In cases of conditional decisions, clear suggestions for revision and the
procedure for having the application re-reviewed should be specified.

g. Modified proposals may be reviewed by an expedited review through
identified members.

h. Procedures for appeal by the researchers should be clearly defined.
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COMMUNICATING THE DECISION

Decision will be communicated by the Member Secretary in writing.
Suggestions for modifications, if any, should be sent by IHEC.

Reasons for rejection should be informed to the researchers.

The schedule / plan of ongoing review by the IHEC should be communicated
to the PI.

FOLLOW UP PROCEDURES

Reports should be submitted at annually for review.

Final report should be submitted at the end of study.

All SAEs and the interventions undertaken should be intimated.

Protocol deviation, if any, should be informed with adequate justifications.
Any amendment to the protocol should be resubmitted for renewed approval.
Any new information related to the study should be communicated.

Premature termination of study should be notified with reasons along with
summary of the data obtained so far.

Change of investigators / sites should be informed.

RECORD KEEPING AND ARCHIVING

Curriculum Vitae (CV) of all members of IHEC.

Copy of all study protocols with enclosed documents, progress reports, and
SAEs.

Minutes of all meetings duly signed by the Chairperson.

. Copy of all existing relevant national and international guidelines on research

ethics and laws along with amendments.

Copy of all correspondence with members, researchers and other regulatory
bodies.

Final report of the approved projects/thesis.

. All documents should be archived for three years after the completion of

project/thesis.

UPDATING IHEC MEMBERS
All relevant new guidelines should be brought to the attention of the members.
Members should be encouraged to attend national and international training
programs in research ethics for maintaining quality in ethical review and be
aware of the latest developments in this area. Certificate of participation should
be kept in record.
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Institutional Human Ethics Committee
K.M. Govt. Girls P.G. College, Badalpur

Review letter No. IHEC-AC/ Date:
To,

The meeting of the Institutional Human Ethics Committee for
the year was held in K.M. Govt. Girls P.G. College, Badalpur,
on under the chairmanship of . Besides the
Chairperson and Deputy Chairperson, (Member Secretary),

(Member), (Member), attended the meeting.

After the proceedings, the proposals listed for the meeting were taken up for
discussion.

After deliberations, the following decisions were arrived:
No. of proposals reviewed -
No. of proposals approved -
No. of proposals approved subject to corrections -

The recommendations made by the committee are given below.

The investigators whose proposals need minor modifications are required to send
three copies of revised proposals to , Member-Secretary. If the
revision is satisfactory, the approval certificate will be issued after consulting the
Chairperson of committee.
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The recommendations of the committee to each proposal are detailed below:

DEPARTMENT

SI No.

Reg. No.

Name of the student/Principal Investigator
Title of Thesis/dissertation/Project

Name of Guide/co-Guide
Recommendations of the committee

Any change, modification or deviation in the protocol, or any serious
adverse event must be informed to ethics committee within fourteen days. Any
protocol modification or amendment must receive IHEC approval. Investigator
should conduct the study as per the recommended guidelines.

It is also confirmed that our ethics committee is constituted and functions as per
Ethical Guidelines for Biomedical research on Human Subjects, issued by Indian
Council of Medical Research (2006).

Member Secretary Chairperson
Institutional Human Ethics Committee Institutional Human Ethics Committee
Signature: Signature:

Name: Name:
Date: Date:
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Form verification of proposals submitted to

Institutional Human Ethics committee

For official use only Proposal No.

Yes, No or NA Comments

Comment

Yes/
No/
NA

Is all the documentation provided?

Scientific importance and validity

1. Will the study lead to improvements in human health and wellbeing or increase
knowledge?

2. s there provision for dissemination of results of the research?

3. Has the research protocol been approved by a competent body?

4. Are the objectives stated clearly?

5. Is the study design is appropriate?

6. Are the investigators qualifications, competence and experience appropriate to
conduct the study?

7. Is the manner in which the results of research will be reported and published

ethical?

Assessment of Risks/Benefits

8.

Is the involvement of human participants necessary to obtain the necessary
information?

9.

Avre the researcher qualifications, competence, and experience suitable to ensure
safe conduct of the study?

10.

Is the justification of predictable risks and inconveniences weighted against the
anticipated benefits for the research participant and the concerned communities
adequately?

11.

Are there any plans to withdraw or withhold standard therapy for the purpose of
research and such actions if any justified?

12.

Is there provision for compensation for participants who sustain injuries?

13.

Have adequate provisions been made for dealing with and reporting adverse
effects?

14.

Have adequate provisions been made for safety monitoring and termination of
the research project?
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Respect for the dignity of the research participants Informed consent

15. Is the process for obtaining informed consent appropriate?

16. Are the participants competent to give consent?

17. Is the justification adequate for the intention to include individuals who cannot
consent?

18. Is the written and oral information to be given to the research participants
appropriate, adequate, complete and understandable?

19. Do you approve the incentives offered?

20. Is the consent given voluntarily and not due to deception, intimidation or
inducement?

Confidentiality

21. Will the researcher collect only the minimum information/samples required to
fulfill the study objectives?

22. Is the privacy of the research participant safeguarded?

23. Are data/sample storage and disposal procedures adequate?

Rights of the participants

24.1s the participant’s right to unconditionally withdraw from the research at
anytime safeguarded?

25. Is there provision for participants to be informed about newly discovered risks
or benefits during the study?

26. Is there provision for the subjects to be informed of results of clinical research?

Fair participant selection

27. Has the study population been determined, primarily, based on the scientific
goals of the study (and not on convenience, ethnicity, age, gender, literacy,
culture or economic status)?

28. Is the selection of participants (inclusion and exclusion criteria) appropriate so
that risks are minimized and benefits are maximized and the burden of research
equitably distributed?

29. Does the selection of participants stigmatize any group?

30. Does selection of subjects favour any group?

31. Is the research conducted on vulnerable individuals or groups?

32. Is the research externally sponsored?

33. Is the research a community research?

34. Is the research a clinical trial?
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Responsibilities of the researcher

35. Is the medical care to be provided to the research participants during and after
the research adequate?

36. Has the researcher obtained permission from the relevant authorities?

37. Are there any conflicts of interest, including payments and other rewards?

38. Are there any other ethical / legal/ social /financial issues in the study?

Additional Comments, if any:

Recommendation: Approve [ ] Reject [ ] Conditional Approval (please state the
conditions)

Signature :
Name of Reviewer:
Date :
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BoEERER

K.M. Govt. Girls P.G. College, Badalpur,
(Afiliated to Dr. C.C.S. University, Meerut)

No. IHEC. ...................
Date: .....cooovviiiiiiinnnn.
CERTIFICATE
This is to certify that the project No. ..................... , entitled
...................................................................................... “submitted
DY o , has been approved by the Institutional Human Ethics

Committee/Sub- Committee, at its meeting held on ..., :
under the following terms and conditions.

This approval is valid for three years or the duration of the project
whichever is less.

Member Secretary
Institutional Human Ethics Committee
K.M. Govt. Girls P.G. College, Badalpur
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Application Form for Ph.D-Thesis / MSc-Dissertation/ Projects of Faculty
Members and Fellows of K.M. Govt. Girls P.G. College, Badalpur.

Proforma along with consent forms to be submitted in 5 Copies along with a soft copy in CD
format to the Member Secretary, Institutional Human Ethics Committee, K.M. Govt. Girls P.G.
College, Badalpur

1 Title of the project:

2 Name and department/address of the investigator:

3 Name of Faculty (PI/CO-PIl/Guide/Co-guide) with designation
& department:

4 Date of approval by funding agency/ RDC of University:

5 Sources of funding:

6 Objectives of the study:

7 Justification for the conduct of the study:

8 Methodology: It should provide details of number of volunteers
[patients, inclusion criteria, exclusion criteria, control(s), study
design, dosages of drug, duration of treatment, investigations to
be done etc:

9 Permission from Drug Controller General of India (DCGI) if
applicable:

10 | Ethical issues involved in the study: less than minimal risk/
minimal risk/ more than minimal risk to the study subjects (for
guidance please consult ICMR guidelines 2006)

11 | Do you need exemption from obtaining Informed Consent from
study subjects — if so give justifications?

12 | Whether Consent forms part | and Il in English and in Hindi
language are enclosed?

13 | Conflict of interest for investigator(s) (if yes, please explain in
brief)

14. We, the undersigned, have read and understood this protocol and hereby agree to
conduct the study in accordance with this protocol and to comply with all requirements
of the ICMR guidelines (2006)

Date: Signature of the Investigators

Date: Signature of the Head of the Department
(Note: The proforma must be accompanied by Consent forms I & Il in English and Hindi.
Consent form 1 is equivalent to Patient Information Sheet. The investigator must provide
information to the subjects in a simple language, and it should address the subjects, in a
dialogue format)
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CONSENT FORM

PART I
INFORMATION FOR PARTICIPANTS OF THE STUDY

Instructions - This is the patient information sheet. It should address the

participant of this study. Depending upon the nature of the individual project, the
details provided to the participant may vary. A separate consent form for the
patient/test group and control (drug/procedure or placebo) should be provided as
applicable. While formulating this sheet, the investigator must provide the
following information as applicable in a simple language in English and Hindi
which can be understood by the participant

Title of the project

Name of the investigator/guide

Purpose of this project/study

Procedure/methods of the study

Expected duration of the subject participation

The benefits to be expected from the research to the participant or to others
and the post trial responsibilities of the investigator

Any risks expected from the study to the participant

Maintenance of confidentiality of records

Provision of free treatment for research related injury

Compensation of the participants not only for disability or death resulting
from such injury but also for unforeseeable risks.

Freedom to withdraw from the study at any time during the study period
without the loss of benefits that the participant would otherwise be entitled
Possible current and future uses of the biological material and of the data to be
generated from the research and if the material is likely to be used for
secondary purposes or would be shared with others, this should be mentioned
Address and telephone number of the investigator and co-investigator/guide
The patient information sheet must be duly signed by the investigator
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CONSENT FORM
PART II

CONSENT FORM (for the subject)

The advantages and disadvantages of the research in which | am expected to
participate and/or for which | have to donate blood/tissue has been explained to
me.

| willingly, under no pressure from the researcher-

(i) agree to take part in this research, and agree to participate in all
investigations which will help acquire knowledge for the benefit of the
mankind,

(if)agree to donate my blood/ tissue

My consent is explicitly not for disclosing any personal information. For
disclosing any such personal information obtained from the investigations
conducted on my samples, further consent should be obtained.

| have been informed that the guide/ researchers/ Pl and her/his research student

will take my prior consent before they draw benefits from research based on my
samples.

Signatures:

Subject Witness Principle Investigator.
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PROCEDURES AS PER SOP

Establishing and Constituting the
Institutional Human Ethics Committee (IHEC)

Principal will select and nominate the Chairperson and Member Secretary
for IHEC-AC.

The IHEC will be constituted by the Principal in consultation with the
Chairperson.

Principal will invite the members to join ethics committee by sending the
official request letter.

Members will confirm their acceptance to the Principal by providing all the
required information for membership.

The Principal will ensure that the IHEC is established in accordance with
the applicable laws and regulations of the state, country and in accordance
with the value and principles of communities they serve.

Principal will designate and instruct member secretary of IHEC to conduct
the regular proceedings of IHEC for the institute.

At regular intervals, Principal will review the functioning of IHEC.

Procedure for appointing Members for the IHEC

Principal in consultation with Chairperson and member secretary will
nominate the members of IHEC, who have the qualification and experience
to review and evaluate the scientific, medical and ethical aspects of the
proposed study.

When needed, IHEC will invite subject experts to offer their views.

The appointment of an IHEC member will be for 3 years.

Principal may renew the appointment on the basis of the member’s
contribution.

During the term, Principal in consultation with the Chairperson and member
secretary can disqualify any member if, the contribution is not adequate
and/or there is long period of (member) non availability.
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Member will have the right to discontinue from membership of IHEC after
giving written notice at least one month in advance.

Each member is required to sign the declaration and confidentiality
agreement regarding IHEC activities.

Principal can nominate IHEC members to undergo orientation programme
in national and international developments in ethics.

Procedure for convening and conducting IHEC
meetings

The Member Secretary in consultation with the Chairperson may convene
the IHEC meeting.

Additional review meetings can also be held with short notice as and when
required. Meetings will be planned in accordance with the need of the work
load.

All the IHEC meetings will be held regularly on scheduled dates that are
announced and notified in advance.

All the proposals will be received at least two weeks before the meeting,
and should be checked for completeness as per the requirement by the
member secretary.

Members will be given not less than 8 - 10 days time in advance to review
study proposals and the relevant documents.

Minutes of the IHEC meetings, all the proceedings and deliberation will be
documented.

Signatures of the Chairperson and the Member Secretary will be obtained
on the minutes of the meeting document. The minutes will be circulated to
all the guides /HODs in case of student proposals.

Applicant, sponsors or investigator may be invited to present the proposal
or elaborate on specific issues.

Independent experts may be invited to the meeting or to provide written
comment, subject to applicable confidentiality agreement. They will not
have a role in decision making.
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Procedure for submission of research proposals for

review by Ethics (Regular and Sub) Committee
« All investigators are responsible for implementing this SOP. Every protocol

or amendment submitted for review to IHEC must contain number, version
and date.

« All the research proposals must be submitted in the prescribed application
form, duly filled, along with all necessary documents for the review.

« Processing fee should be submitted to IHEC office.

« Proposals may be submitted for review only after the approval of RDC of
University/ different scientific funding agencies. Proof of approval needs to
be submitted.

« Application can be submitted to the office of the Member Secretary, IHEC,
K.M. Govt. Girls P.G. College, Badalpur on any working day.

« All the proposals and documents must be submitted at least two weeks in
advance from the scheduled date of IHEC meeting

« Five copies of study proposal (with all documents) must be submitted for
Regular Ethic Committee review and a soft copy of the proposal must also
be submitted in a CD.

« Receipt of the application will be acknowledged by the IHEC office.

« Every application will be allotted an IHEC registration number to be used
for all future correspondence and reference.

Procedure for reviewing the research proposals

« Every proposal will be sent not less than 10 days before the meeting to all
members of IHEC. They will evaluate them on ethical issues, scientific
soundness and technical excellence of the proposed research, before it is
taken up for main IHEC review.

« All the members will evaluate the possible risks to the study participants
with proper justifications, the expected benefit and adequacy of
documentation for ensuring privacy, confidentiality and justice issue.

« The IHEC review will be done through formal meetings and will not resort
to decision through circulation of proposal.

« Expert opinion of additional members would be obtained if necessary.
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Procedure for expedited review of research proposals by
Ethics Sub-Committee

IHEC will receive and consider the proposals for expedited review and
approval for the studies having/involving:

I. No or minimum risk to the trial participants.

Ii. Re examination of a proposal already examined by the IHEC.

iii. Study of minor nature like the examination of case records.
iv. Similar study proposal for which IHEC had already given approvals

earlier.
v. An urgent proposal of national interest having minimum risk.
All other proposals which do not comply with the above criteria will be
reviewed in the Regular Ethics Committee meeting.
All expedited approvals will be given in a meeting of the Sub-Committee of
three members (nominated by the Chairperson). All the three members
including the Member Secretary should be present for the meeting.
Decision taken by the Sub-Committee on expedited approval will be
brought to the notice of the main committee members at the next regular
meeting of the IHEC.

Procedure for decision making regarding the research
project/ Thesis/Dissertation

Member having a conflict of interest will indicate to the Chairperson prior
to the review of application and same will be recorded in the minutes.
Where there is a conflict of interest, member will withdraw from the
decision making procedure.

A decision will only be taken when sufficient time has been allowed for the
review and discussion of an application in the absence of non members (e.g.
Investigator) from the meeting.

Decision will only be taken at meetings where a quorum (5 members from
total nine members) is complete.

Decision will be taken only after reviewing a complete application with all
the required documents necessary for proposal.
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Only IHEC members who participated in review and discussion will
participate in decision making.

Wherever possible, the decision will be arrived through consensus and not
by vote, but when a consensus appears unlikely voting can be resorted to.
Decision will specify the conditional decision if any, with clear suggestions
and re-review procedure.

Rejection of proposal will be supported by clearly stated reasons.

A decision of the IHEC will be communicated to the applicant in writing,
within 10 days of the meeting at which the decision was taken in the
specified format with signature of the member secretary with date.

A certificate of approval will be sent to the applicant within 2 weeks.

All the approvals will be valid for only three years or for the duration of the
project whichever is less. Investigator has to get his or her project re-
approved after three years if necessary.

Procedure for follow-up of research proposals by
Ethics Committee

IHEC will review the progress of all the studies for which a positive
decision has been reached from the time of decision till the termination of
the research.
Progress of all the research proposals will be followed at a regular interval
of at least once a year. But in special situations, IHEC will conduct the
follow up review at shorter intervals basing on the need, nature and events
of research project.
Following instances and events will require the follow-up review:
I. Any protocol amendment likely to affect rights, safety or well being
of research subject of conduct of study.
ii. Serious or unexpected ADR related to study or product, action taken
by Investigator, Sponsor and Regulatory Authority.
iii. Any event or information that may affect the benefit/risk ratio of the
study.
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A decision of a follow up review will be issued and communicated to the
applicant indicating modification/suspension/termination /continuation of
the project.

In case of premature suspension /termination, the applicant must notify the
IHEC of the reasons for suspension/termination with a summary of results.
Applicant must inform the time of completion of study and must send the
result summary to IHEC. IHEC must receive a copy of final summary of
study completed from the applicant.

Procedure for documentation and archiving of
documents and communications of IEC

All the documents and communications of IHEC will be dated, filed and
archived in a secure place.
Only persons, who are authorized by the Chairperson of IHEC, will have
the access to the various documents.
All the documents related to research proposals will be archived for a
minimum period of 3 years from the completion /termination of the study.
No document (except agenda) will be retained by any IHEC member.
At the end of each meeting, every member must return all the research
proposals and documents to IHEC office staff. They will archive one copy
in IHEC office and other copies will be destroyed after one year.
Following documents will be filed and archived with proper label on the top
of file for easy identification of proposal.

I. The constitution, written standard operating procedures of the IHEC,

and regular (annual) reports.

Ii. The curriculum vitae of all IHEC members.

iii. A record of all income and expenses if any, of the IHEC, including
allowances and reimbursements made to the secretariat and IHEC
members.

Iv. The published guidelines for submission established by the IHEC.

v. The agenda of the IHEC meetings.

vi. The minutes of the IHEC meetings.
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Vil.
Viil.

ix.

X1.

Approved by:

Member Secretary
Name: Dr. Dinesh C. Sharma
Designation: Associate Professor & Head
Dept of Zoology
K.M. Govt. Girls P.G. College,

One copy of all material submitted by an applicant.

A copy of the decision and any other correspondence sent to an

applicant.

All written documentation received during the follow-up.
The notification of completion, premature suspension, or premature

termination of study.
The final summary or final report of the study.

Badalour. (G.B. Naear

S

Prof. (Dr.) Karuna Singh
Principal,
K.M. Govt. Girls P.G. College,
Badalpur, G.B. Nagar

- %ﬁu wivedl
i A

\i@‘?\?\(

Chairperson
Name: Vijay Kr. Singh
Designation: Associate Professor
Member Secretary, [EC
Agra College, Agra
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OFFICE ORDER
I herewith establish and constitute an Institutional Human Ethics Committee of Agra

College, Agra to ensurc a competent review of all ethical aspects of project proposal, Dissertations
and Ph. D. Thesis topics involving human as subject.

The following members will constitute the Institutional Human Ethics Committee-K. M.
Govt. Girls P.G. College, Badalpur, G.B. Nagar

1. Chairman: Dr. Vijay Kr. Singh,
Affiliation: Agra College, Agra,

Deputy Chairman: Dr. Neha Tripathi, Designation: Head of Department,
Affiliation: Department of Chemistry, K.M. Govt. Girls P.G. College, Badalpur, G.B. Nagar
3. Member: Dr. Kishor Kumar, Designation: Associate Professor,

Affiliation: Dept. of History, K.M. Gowt, Girls P.G. College, Badalpur, G.B. Nagar

4. Member: Dr. Anshul Gupta, Designation: Asst. Professor (M.B.B.S., M.S.)
Affiliation: Dept of Anatomy, S.N. Medical College, Agra
5. Member: Dr. Vijay Dhankar,

Designation: Asso. Professor & Member Secretory, [EC
2.

Designation: Head of Department (M.B.B.S., M.D.)
Affiliation: Department of Forensic Medicine, Baba Saheb Ambedkar Medical College and

Hospital, Govt. of Delhi, Rohani, Sector-6, Delhi-85
6. Member: Dr. Pradeep Gupta, Designation: Lecturer (M.B.B.S., M.D.)
Affiliation: Dept of orthopedics, U. P. University of Medical Sciences, Saifai Etawah UP-206130
7. Member: Dr. Anjani Rani, Designation: Head of Department,
Affiliation: Department of Zoology, Govt. P.G. College, Noida.

8. Member: Dr. Jitendra Gupta, Designation: HOD, Odontology
Affiliation: Apollo clinic, Laxmi Nagar, New Delhi.

9, Member: Dr. Satyant Kumar, Designation: Research Coordinator,
Affiliation: Ail India Council for Physical Education, Delhi.

10. Member: Dinesh Kumar, Designation: Advocate,
Affiliation: Collectorate, Gaziabad.

11. Member: Dr. Vishwakant Gupta,
Affiliation: Agra College, Agra.

12. Member Secretary: Dr. Dinesh C. Sharma , Designation: Associate Professor & Head
Affiliation: Department of Zoology, K.M. Govt. Girls P.G. College, Badalpur, G.B. Nagar

Designation: Associate Professor-Zoology

The tenure of this membership will be for a period ol 3 years from the date of appointment.

/%*“V
Prof. (Dr.

Karuna Singh

) - (Principal)
K.M. Govt. Girls P.G. College, Badalpur, G.B. Nagar

(Soeo) o
Tty (NNETR)

Email: prlnclpal@kmgcbadalpur.org.
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